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TO:  See Below 
 
 
This memorandum represents the Office of Generic Drugs' 
statistical report for July 2004. 
 
Tables I through III detail quantitative information about OGD's 
receipts, actions, and pending review status for both original 
and supplemental (CMC and labeling) applications for the past 
month and for the 11 preceding months. Following the tables, 
graphic presentations of selective quantitative data are 
provided.  These graphs allow comparisons to similar data dating 
back to 1998.   
 
Approvals for the month of July include 50 new generic full 
approvals and 9 tentative approvals.  Of the 59 approvals, 32 
applications were approved as first generics. Separate lists of 
the approvals for the month of July follow the graphic 
presentations.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Office of Generic Drugs  
ANDA Approvals for the Month of 

July 2004  
 

 
1.  40-558 Promethazine Hydrochloride Tablets USP, 12.5 mg, 25 mg and 50 mg 
  Able Laboratories, Inc. 
  Approved:  7/1/04 
 
2.  76-652 Glycolax (Polyethylene Glycol 3350 Power for Oral Solution), 17 g/scoopful 
  Schwarz Pharma, Inc. 
  Approved:  7/2/04 
 
3.  65-157 Piperacillin for Injection USP, 40 g/vial 
  Istituto Biochimico Italiano, S.P.A 
  Approved:  7/12/04 
 
4.  65-203 Nystatin Topical Powder USP, 100,000 units/gram 
  Tanon Pharmaceuticals LLC 
  Approved:  7/15/04 
 
5.  76-020 Midazolam Hydrochloride Injection, 1 mg (base)/mL; 2 mL, 5 mL, and 10 mL vials and  

 5 mg  (base)/mL; 1 mL, 2 mL and 10 mL vials 
  International Medication Systems, Limited 
  Approved:  7/16/04 
 
6.  76-853 Terbutaline Sulfate Injection USP, 1 mg/mL; 1 mL vials 
  Sicor Pharmaceuticals, Inc. 
  Approved:  7/20/04 
 
7.  75-772 Ketorolac Tromethamine Injection USP, 15 mg/mL and 30 mg/mL 
  Baxter Healthcare Corporation 
  Approved:  7/21/04 
 
8.  76-209 Ketorolac Tromethamine Injection USP, 15 mg/mL and 30 mg/mL 
  Amphastar Pharmaceuticals, Inc. 
  Approved:  7/21/04 
   
9.  76-891 Metolazone Tablets USP, 10 mg 
  Watson Laboratories, Inc. 
  Approved:  7/21/04 
 
10.  40-559 Hydroxyzine Hydrochloride Tablets USP, 10 mg 
  Able Laboratories, Inc. 
  Approved:  7/22/04 
   
11.  40-562 Hydroxyzine Hydrochloride Tablets USP, 25 mg 
  Able Laboratories, Inc. 
  Approved:  7/22/04 
 
12.  40-563 Hydroxyzine Hydrochloride Tablets USP, 50 mg  
  Able Laboratories, Inc. 
  Approved:  7/22/04 
 
 
 



13.  65-138 Nystatin Topical Powder USP, 100,000 units/gram 
  Kali Laboratories, Inc. 
  Approved:  7/23/04 
 
14.  76-883 Sotalol Hydrochloride Tablets USP, 80 mg, 120 mg and 160 mg 
  Teva Pharmaceuticals USA 
  Approved:  7/26/04 
   
15.  40-483 Bethanechol Chloride Tablets USP, 10 mg 
  Able Laboratories, Inc. 
  Approved:  7/27/04 
 
16.  40-485 Bethanechol Chloride Tablets USP, 25 mg 
  Able Laboratories, Inc. 
  Approved:  7/27/04 
 
17.  40-492 Bethanechol Chloride Tablets USP, 5 mg 
  Able Laboratories, Inc. 
  Approved:  7/27/04 
 
18.  40-509 Bethanechol Chloride Tablets USP, 50 mg 
  Able Laboratories, Inc. 
  Approved:  7/27/04 
  
19.  76-722 Ketorolac Tromethamine Injection USP, 15 mg/mL and 30 mg/mL 
  Apotex Corp. 
  Approved:  7/2704 
 
20.  76-493 Clotrimazole and Betamethasone Dipropionate Lotion, 1%/0.05% (base) 
  Taro Pharmaceuticals U.S.A., Inc. 
  Approved:  7/28/04 
 
21.  76-553 Medroxyprogesterone Acetate Injectable Suspension USP, 150 mg/mL ; 1 mL vials 
  Sicor Pharmaceuticals, Inc. 
  Approved:  7/28/04 
 
22.  74-681 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Novopharm Limited 
  Approved:  7/29/04 
 
23.  76-042 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Genpharm Inc. 
  Approved:  7/29/04 
 
24.  76-077 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  IVAX Pharmaceuticals, Inc. 
  Approved:  7/29/04 
 
25.  76-086 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Sandoz Inc. 
  Approved:  7/29/04 
 
26.  76-087 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL vials 
  Bedford Laboratories 
  Approved:  7/29/04 
 
 
 



27.  76-145 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL vials 
  American Pharmaceutical Partners, Inc. 
  Approved:  7/29/04 
 
28.  76-213 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Roxane Laboratories, Inc. 
  Approved:  7/29/04 
 
29.  76-246 Fluconazole for Oral Suspension, 10 mg/mL and 40 mg/mL 
  Roxane Laboratories, Inc. 
  Approved:  7/29/04 
 
30.  76-303 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Hospira, Inc. 
  Approved:  7/29/04 
 
31.  76-304 Fluconazole Injection (in 5% Dextrose) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Hospira, Inc. 
  Approved:  7/29/04 
 
32.  76-332 Fluconazole for Oral Suspension, 10 mg/mL and 40 mg/mL 
  Ranbaxy Laboratories Limited 
  Approved:  7/29/04 
 
33.  76-351 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Mylan Pharmaceuticals, Inc. 
  Approved:  7/29/04 
 
34.  76-386 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Ranbaxy Laboratories Limited 
  Approved:  7/29/04 
 
35.  76-387 Clotrimazole Lozenges USP, 10 mg 
  Roxane Laboratories, Inc. 
  Approved:  7/29/04 
 
36.  76-424 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Pliva Inc. 
  Approved:  7/29/04 
 
37.  76-432 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Gedeon Richter Ltd. 
  Approved:  7/29/04 
 
38.  76-507 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Taro Pharmaceutical Industries, Ltd. 
  Approved:  7/29/04 
  
39.  76-568 Nicotine Polacrilex Gum USP (Mint flavored) (OTC), 4 mg (base) 
  Watson Laboratories, Inc. 
  Approved:  7/29/04 
 
40. 76-569 Nicotine Polacrilex Gum USP (Mint flavored) (OTC), 2 mg (base) 
  Watson Laboratories, Inc. 
  Approved:  7/29/04 
 



41.  76-617 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Mayne Pharma (USA) Inc. 
  Approved:  7/29/04 
 
42.  76-653 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and 
  200 mL vials 
  Sicor Pharmaceuticals, Inc. 
  Approved:  7/29/04 
 
43.  76-658 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Dr. Reddy’s Laboratories Limited 
  Approved:  7/29/04 
 
44.  76-665 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Apotex Inc. 
  Approved:  7/29/04 
 
45.  76-730  Alclometasone Dipropionate Ointment USP, 0.05% 
  Taro Pharmaceuticals USA, Inc. 
  Approved:  7/29/04 
 
46.  76-766 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Baxter Healthcare Corporation 
  Approved:  7/29/04 
 
47.  40-583 Methylpredinisolone Sodium Succinate for Injection USP, 40 mg (base)/vial and  
  125 mg (base)/vial 
  American Pharmaceutical Partners, Inc. 
  Approved:  7/30/04 
 
48.  65-024 Gentamicin Ophthalmic Ointment USP, 0.3% 
  Altana Inc. 
  Approved:  7/30/04 
   
49.  76-249 Metformin Hydrochloride Extended-release Tablets, 500 mg 
  Impax Laboratories, Inc. 
  Approved:  7/30/04 
 
50.  76-907 Atenolol Tablets USP, 25 mg, 50 mg and 100 mg 
  Able Laboratories, Inc. 
  Approved:  7/30/04 
 
 



Office of Generic Drugs  
ANDA Tentative Approvals for the Month of 

July 2004  
 
 
1.  76-236 Fexofenadine Hydrochloride and Pseudoephedrine Hydrochloride Extended-release 

 Tablets, 60 mg/120 mg 
  Barr Laboratories, Inc. 
  Tentatively Approved:  7/1/04 
 
2.  76-706 Metformin Hydrochloride Extended-release Tablets, 500 mg   
  Apotex Inc. 
  Tentatively Approved:  7/1/04 
 
3.  76-591 Mometasone Furoate Cream USP, 0.1% 
  Atrix Laboratories, Inc. 
  Tentatively Approved:  7/13/04 
 
4.  76-540 Sertraline Hydrochloride Tablets, 25 mg (base), 50 mg (base) and 100 mg (base) 
  Genpharm Inc. 
  Tentatively Approved:  7/14/04 
 
5.  76-651 Quinapril Hydrochloride Tablets, 5 mg (base), 10 mg (base), 20 mg (base) and  
  40 mg (base) 
  Mutual Pharmaceutical Company, Inc. 
  Tentatively Approved:  7/15/04 
 
6.  76-573 Esmolol Hydrochloride Injection, 10 mg/mL; 10 mL vials 
  American Pharmaceutical Partners, Inc. 
  Tentatively Approved:  7/20/04 
 
7.  76-665 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Apotex Inc. 
  Tentatively Approved:  7/20/04 
 
8.  76-871 Mitoxantrone Injection USP (concentrate), 2 mg/mL; 10 mL, 12.5 mL and 15 mL vials 
  Mayne Pharma (USA) Inc. 
  Tentatively Approved:  7/23/04 
 
9.  76-731 Glyburide and Metformin Hydrochloride Tablets, 1.25 mg/250 mg, 2.5 mg/500 mg  
  and 5 mg/500 mg 
  Corepharma LLC 
  Tentatively Approved:  7/30/04 



Office of Generic Drugs  
ANDA First Time Approvals for the  

Month of July 2004 
 
 
1.  76-540 Sertraline Hydrochloride Tablets, 25 mg (base), 50 mg (base) and 100 mg (base) 
  Genpharm Inc. 
  Submission Date:  11/18/02 
  Tentatively Approved:  7/14/04 
  Innovator:  Pfizer Pharmaceuticals, Inc. 
  RLD:  Zoloft Tablets 
 
2.  76-187 Levothyroxine Sodium Tablets USP, 0.025 mg, 0.05 mg, 0.075 mg, 0.088 mg, 0.1 mg 
      S-003 0.112 mg, 0.125 mg, 0.15 mg, 0.175 mg, 0.2 mg and 0.3 mg 
  Mylan Pharmaceuticals, Inc. 
  Submission Date:  12/9/02 
  Tentatively Approved:  7/13/04 
  Innovator:  Jones Pharma, Inc. 
  RLD:  Levoxyl Tablets 
 
3.  40-558 Promethazine Hydrochloride Tablets USP, 12.5 mg, 25 mg and 50 mg 
  Able Laboratories, Inc. 
  Submission Date:8/27/03 
  Approved:  7/1/04 
  Innovator:  Wyeth Ayerst Laboratories 
  RLD:  Phenergan Tablets 
 
4.  76-652 Glycolax (Polyethylene Glycol 3350 Power for Oral Solution), 17 g/scoopful 
  Schwarz Pharma, Inc. 
  Submission Date:  1/31/03 
  Approved:  7/2/04 
  Innovator:  Braintree Laboratories, Inc. 
  RLD:  Miralax Powder for Oral Solution 
 
5.  65-157 Piperacillin for Injection USP, 40 g/vial 
  Istituto Biochimico Italiano, S.P.A 
  Submission Date:  12/23/02 
  Approved:  7/12/04 
  Innovator:  Wyeth Pharmaceuticals, Inc. 
  RLD:  Pipracil for Injection 
 
6.  76-493 Clotrimazole and Betamethasone Dipropionate Lotion, 1%/0.05% (base) 
  Taro Pharmaceuticals U.S.A., Inc. 
  Submission Date:  9/30/02 
  Approved:  7/28/04 
  Innovator:  Schering Plough Research Institute 
  RLD:  Lotrisone Lotion 
 
7.  76-553 Medroxyprogesterone Acetate Injectable Suspension USP, 150 mg/mL , 1 mL vials 
  Sicor Pharmaceuticals, Inc. 
  Submission Date:  11/29/02 
  Approved:  7/28/04 
  Innovator:  Pharmacia & Upjohn Co. 
  RLD:  Depo-Provera Injectable Suspension 
 
 
 



8.  76-145 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL vials 
  American Pharmaceutical Partners, Inc. 
  Submission Date: 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan Injection (in 0.9% Sodium Chloride)   
  
9.  76-351 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Mylan Pharmaceuticals, Inc. 
  Submission Date:  1/30/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
10.  76-246 Fluconazole for Oral Suspension, 10 mg/mL and 40 mg/mL 
  Roxane Laboratories, Inc. 
  Submission Date:  12/11/01 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan for Oral Suspension 
 
11.  76-507 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Taro Pharmaceutical Industries, Ltd. 
  Submission Date:  10/1/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
12.  76-653 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL vials 
  Sicor Pharmaceuticals, Inc. 
  Submission Date:  2/3/03 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan (in 0.9% Sodium Chloride) 
 
13.  74-681 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Novopharm Limited 
  Submission Date:  6/6/95 
  Approved:  7/29/04 
  Innovator: Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
14.  76-665 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Apotex Inc. 
  Submission Date:  2/14/03 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
15.  76-087 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL vials 
  Bedford Laboratories 
  Submission Date:  12/21/00 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan Injection (in 0.9% Sodium Chloride) 
 



16.  76-424 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Pliva Inc. 
  Submission Date:  5/30/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
17.  76-086 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Sandoz Inc. 
  Submission Date:  12/28/00 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
18.  76-617 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Mayne Pharma (USA) Inc. 
  Submission Date:  12/31/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan Injection (in 0.9% Sodium Chloride) 
 
19. 76-569 Nicotine Polacrilex Gum USP (Mint flavored) (OTC), 2 mg (base) 
  Watson Laboratories, Inc. 
  Submission Date:  5/5/03 
  Approved:  7/29/04 
  Innovator:  GlaxoSmithKline 
  RLD:  Nicorette Mint 
 
20.  76-332 Fluconazole for Oral Suspension, 10 mg/mL and 40 mg/mL 
  Ranbaxy Laboratories Limited 
  Submission Date:  3/5/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan for Oral Suspension 
 
21.  76-213 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Roxane Laboratories, Inc. 
  Submission Date:  8/1/01 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
22.  76-432 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Gedeon Richter Ltd. 
  Submission Date:  6/14/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
23.  76-042 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Genpharm Inc. 
  Submission Date:  8/17/01 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
 
 



24.  76-077 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  IVAX Pharmaceuticals, Inc. 
  Submission Date:  12/29/00 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
25.  76-658 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Dr. Reddy’s Laboratories Limited 
  Submission Date:  2/6/03 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
26.  76-766 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Baxter Healthcare Corporation 
  Submission Date:  6/20/03 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan Injection (in 0.9% Sodium Chloride) 
 
27.  76-303 Fluconazole Injection (in 0.9% Sodium Chloride) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Hospira, Inc. 
  Submission Date:  12/20/01 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan Injection (in 0.9% Sodium Chloride) 
 
28.  76-304 Fluconazole Injection (in 5% Dextrose) 2 mg/mL; 100 mL and  
  200 mL flexible plastic containers 
  Hospira, Inc. 
  Approved:  7/29/04 
  Innovator:  Pfizer Inc. 
  RLD:  Diflucan Injection (in Dextrose 0.5% Injection) 
 
29.  76-387 Clotrimazole Lozenges USP, 10 mg 
  Roxane Laboratories, Inc. 
  Submission Date:  3/29/02 
  Approved:  7/29/04 
  Innovator:  Bayer Pharmaceuticals Corp. 
  RLD:  Mycelex Troche 
 
30.  76-730  Alclometasone Dipropionate Ointment USP, 0.05% 
  Taro Pharmaceuticals USA, Inc. 
  Submission Date:  5/1/03 
  Approved:  7/29/04 
  Innovator:  GlaxoSmithKline 
  RLD:  Aclovate Ointment 
 
31.  76-568 Nicotine Polacrilex Gum USP (Mint flavored) (OTC), 4 mg (base) 
  Watson Laboratories, Inc. 
  Submission Date:  5/5/03 
  Approved:  7/29/04 
  Innovator:  GlaxoSmithKline 
  RLD:  Nicorette Gum (Mint) 
 
 



32.  76-386 Fluconazole Tablets, 50 mg, 100 mg, 150 mg and 200 mg 
  Ranbaxy Laboratories Limited 
  Submission Date:  6/4/02 
  Approved:  7/29/04 
  Innovator:  Pfizer Central Research 
  RLD:  Diflucan Tablets 
 
 
 




